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DETAILED ACTION 
Status of Application 

1 . Claims 1 -1 7 are being presented for examination. 

Specification 

2. The abstract of the disclosure is objected to because the phrase "selected from 
the group consisting of is repeated. Correction is required. See MPEP § 608.01(b). 

Ciaim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

4. Claim 10 Is rejected under 35 U.S.C. 112, second paragraph, as being Indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the Invention. 

The term "essentially contains" in claim 10 is a relative term, which renders the 
claim Indefinite. The term "essentially contains" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill In the art would not be reasonably apprised of the scope of the 
invention. 

Double Patenting 

5. A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 
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A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

6. Claims 1-12 are rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1-9 of prior U.S. Patent No. 6,689,382 ('382 hereafter). This is a double 
patenting rejection. 

Instant claim 1 is the same as claim 1 (more specifically claim 1 parts (a) and (b)) 
of '382. The limitations of a pharmaceutical formulation suitable for filling softgel 
capsules comprising a non-steroidal anti-inflammatory drug (NSAID) (selected from five 
groups) and a solvent system (comprising a polyoxyethylene ether, glycerin and water), 
including the percentages, formula of polyoxyethylene ether and groups of NSAIDs are 
recited in claim 1 parts (a) and (b) of *382. 

Instant claim 2 is the same as claim 1 (particularly claim 1 part (c)) of '382. The 
limitation of an effective amount not to exceed the molar equivalent of the carboxylic 
acid function of an alkaline metal hydroxide selected from sodium hydroxide and 
potassium hydroxide are recited in claim 1 (particularly part (c)) of '382. 

The limitation of ibuprofen as the propionic acid derivative of instant claims 3 and 
4 are recited in claim 2 of '382. 

The limitation of naproxen as the propionic acid derivative of instant claim 5 is 
recited in claim 3 of '382. 

Regarding instant claim 6, the limitations of a pharmaceutical soft gelatin capsule 
comprising a NSAID selected from five groups and a solvent system (comprising a 
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polyoxyethylene ether, glycerin and water), including the percentages, formula of 
polyoxyethylene ether and groups of NSAIDs are recited In claim 4 of '382. 

Regarding instant claim 7, the limitation of an effective amount not to exceed the 
molar equivalent of the carboxylic acid function of an alkaline metal hydroxide selected 
from sodium hydroxide and potassium hydroxide are recited in claim 4 of '382. 

The limitation of ibuprofen as the propionic acid derivative of instant claim 8 is 
recited in claim 5 of '382. 

The limitation of naproxen as the propionic acid derivative of instant claim 9 is 
recited in claim 6 of '382. 

Regarding instant claim 10, the limitations of a pharmaceutical formulation with 
increased stability and bioavailability of an analgesic or anti-inflammatory agent, 
comprising a soft gelatin capsule with the analgesic or anti-inflammatory agent 
dissolved in a composition comprising glycofurol, glycerin, water and an effective 
amount not to exceed the molar equivalent of the carboxylic acid function of an alkaline 
metal hydroxide selected from sodium hydroxide and potassium hydroxide are recited in 
claim 7 of '382. 

The limitation of ibuprofen as the propionic acid derivative of instant claim 11 is 
recited in claim 8 of '382. 

The limitation of naproxen as the propionic acid derivative of instant claim 12 is 
recited in claim 9 of '382. 

Since instant claims 1-12 claim the same invention as that of claims 1-9 of '382, 
they are not patentably distinct over each other. 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chen et al. (US 6,383.471). 

The claimed invention is a pharmaceutical formulation for filling softgel capsules 
comprising: (a) a therapeutically effective amount of a non-steroidal anti-inflammatory 
drug (NSAID) selected from a group of propionic acid derivatives, acetic acid 
derivatives, fenamic acid derivatives, biphyenylcarboxylic acid derivatives, and oxicams, 
and (b) a solvent system comprising a polyoxyethylene ether, glycerin and water and an 
alkaline hydroxide. 

Chen teaches a pharmaceutical composition suitable for use in oral dosage 

forms. 

Chen does not expressly teach the percentages of the solvent components or the 
COX-2 inhibitors rofecoxib, valdecoxib, or parecoxib. 

A person having ordinary skill in the art at the time the invention was made would 
have found instant claims 1,6,10, and 1 3 obvious over Chen. Chen teaches a 
pharmaceutical composition suitable for use in oral dosage forms, which includes a 
therapeutic agent, a carrier that includes solubilizers, and a neutralizing agent 
(Abstract). The therapeutic agents include ibuprofen, naproxen, and celecoxib (Col. 6, 
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lines 21, 35, and 40). These therapeutic agents are NSAIDs and celecoxib is a COX-2 
inhibitor. Chen teaches that the carrier includes solubilizers such as ethers of 
polyethylene glycols such as tetrahydrofurfuryl alcohol PEG ether or glycofurol (Col. 31 , 
lines 53-57). Soft gelatin capsules encapsulating the composition are the oral dosage 
forms (Col. 35, lines 3-5). Glycerin and water as optional components of a solvent 
system for a pharmaceutical agent are taught as a reference (Col. 2, line 7). 

It would have been obvious to a person with ordinary skill in the art at the time 
the claimed invention was made to arrive at the claimed percentages during the process 
of routine experimentation in order to achieve the desired dosage of the active and 
capsule size as suggested by the teaching of Chen (which includes polyoxyethylene 
ether, glycerin, and water as solubilizer and solvent system components), and produce 
the instant invention. 

The alkaline hydroxide claim limitation of instant claims 2, 7, and 10 would have 
been obvious to one with ordinary skill in the art over Chen. Chen teaches that sodium 
hydroxide and potassium hydroxide are examples of bases used as ionizing agents to 
deprotonate the acidic functional groups of the therapeutic agents (Col. 1 1 , lines 10-14). 

The limitations of ibuprofen and naproxen of instant claims 3, 4, 5, 8, 9, 1 1 , and 
1 2 would have been obvious to one with ordinary skill in the art over the Chen teaching 
of therapeutic agents including ibuprofen and naproxen (Col. 6, lines 35, and 40). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to make a pharmaceutical formulation for filling softgel 
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capsules comprising an NSAID, a solvent system, and an alkaline hydroxide, as 
suggested by Chen, and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because this 
composition with the solubilizer enhances the solubility of the NSAID, and consequently 
enhances drug bioavailability. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. {In re 
Opprecht 12 USPQ 2d 1235. 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1976). In light of the forgoing discussion, the Examiner concludes that the subject 
matter defined by the instant claims would have been obvious within the meaning of 35 
use 103(a). From the teachings of the references, it is apparent that one of ordinary 
skill in the art would have had a reasonable expectation of success in producing the 
claimed invention. Therefore, the invention as a whole was prima facie obvious to one 
of ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

9. Claims 14-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chen et al. (US 6,383,471), in view of Haskell (US 2002/0119200). 
The teaching of Chen is stated above. 

Chen does not expressly teach parecoxib, rofecoxib, and valdecoxib. 
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Haskell teaches drugs of low water solubility and includes analgesics and anti- 
inflammatories such as parecoxib. rofecoxib, and valdecoxib (Page 2, [0042], and Page 
3, [0043]). 

Instant claims 14 (with the limitation of rofecoxib), 15 (with the limitation of 
valdecoxib), 16 (with the limitation of celecoxib), and 17 (with the limitation of 
parecoxib), would have been obvious to one with ordinary skill in the art over the 
teaching of NSAIDs and celecoxib by Chen, in view of the teaching of the specific COX- 
2 inhibitors by Haskell. 

One of ordinary skill in the art would have been motivated to do this because the 
COX-2 inhibitor (coxib) drugs are known NSAIDs and their inclusion in the composition 
as taught by Chen in view of Haskell would enhance the solubility and consequently the 
bioavailability of the drug. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably Infer from the teachings. {In re 
Opprecht 12 USPQ 2d 1235. 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1976). In light of the forgoing discussion, the Examiner concludes that the subject 
matter defined by the instant claims would have been obvious within the meaning of 35 
use 103(a). From the teachings of the references, it is apparent that one of ordinary 
skill in the art would have had a reasonable expectation of success in producing the 
claimed invention. Therefore, the invention as a whole was prima facie obvious to one 
of ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 
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Conclusion 



1 . No claims are allowed. 

2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aradhana Sasan whose telephone number is (571) 272- 
9022. The examiner can normally be reached Monday to Thursday from 6:30 am to 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached at 571-272-0562. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




